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Section VII SP1021

510(k) Summary

Date: 4, February 2011

Applicant
CardiacAssist, Inc.
240 Alpha Drive
Pittsburgh, PA 15238
Telephone: 412-963-7770 x229
Fax: 412-963-0800

Contact: Robert Bollinger
Title: Director of Quality and Regulatory
e-mail: rbollinger~cardiacassist.com

Device
Trade/Proprietary Name: TandemHeart System
Common Name: TandemHeart System Controller and TandemnHeart Pump
Classification Name: Pump, Blood, Non-Roller Type Cardiopulmonary Bypass (21
CFR Part 870.4360 / Code 74 KLFM)

Predicate Devices
CardiacAssist AB-1 80 XC System (K991783)
Levitronix Centrimag Extracorporeal Blood Pumping System (K020271)
Levitronix/Thoratec Centrimag Primary Console (K083340)

Device Description
The TandemHeart System consists of two major components, the TandemHeart
System Controller, and the TandemHeart Blood Pump, along with a number of
accessory components required to setup and utilize the Pump. The system is intended
for extracorporeal circulatory support using an extracorporeal bypass circuit.

Indications for Use
The TandemHeart System consists of the TandemHeart Blood Pump, a single use
device, the Tandemlceart Controller, a reusable control system for the Blood Pump,
and disposable accessory items used in conjunction with the Blood Pump.

The Tanden*{eart System is intended for extracorporeal circulatory support using an
extracorporeal bypass circuit. Intended duration of use is for periods appropriate to
cardiopulmonary bypass, up to six hours. It is also intended to be used as an
extracorporeal circulatory support system (for periods up to six hours) for procedures
not requiring complete cardiopulmonary bypass (e.g., valvuloplasty, mitral valve
reoperation, surgery of the vena cava and/or aorta, liver transplant, etc.)
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Comparison of Technological Characteristics
The Tandeml-eart System is equivalent in design and construction to the predicate
CardiacAssist AB-180 XC Systemn. The labeling of the Tandeml-eart System is
being revised to allow the use of a user supplied Oxygenator in the extracorporeal
circuit. The labeling is also being revised to modify, a warning statement. These
revisions to the labeling result in labeling that is consistent with the labeling of the
Levitronix Centrimag Extracorporeal Blood Pumping System (K020271), and
Levitronix/Thoratec Centrimag Primary Console (K083340).

Performance Data
A risk assessment was conducted to determine the impact of the change to the
labeling, and the appropriate testing to perform. Subsequent testing of the
Tandemnfeart System was completed to verify flow vs. pressure drop (HQ) when
utilized with an Oxygenator. The HQ testing results demonstrated adequate flow
performance with the inclusion of an Oxygenator in the extracorporeal circuit, and
that the flows were substantially equivalent to those provided by the predicate AB-
180 XC System.

Conclusions
The CardiacAssist TandemHeart System is substantially equivalent to the predicate
CardiacAssist AB-180 XC System in design characteristics, performance, materials,
method of construction, and intended use. Changes to the labeling have no impact on
device performance.
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Caidiacssisl tic.
d/o Nilr. Rober ,t Viol Ii ger

Director, Quality Assur1anIce It'

240 Alpha Drive
PiitsbuIgh.11 PA 1 5238

Re: K.1 10493
'I'a(1cm -lean Svsteni
RegulIatorv Nu inber 21 CFR MAN).36

Regtiaiton Name: P~ump, Blood, Cardopulmnonary Bypass, Non-Roller T ype

Recldatory Class: IlI (three)

Product Code: K FM
Dated: August .12, 2(0)1 .1
Received: August 15, 20)11

Dear Mr. 13o1 Iinge:

We have reviewed Your Section 51.0(k) premarkeL no.1 fcation of intent to market the device

reflerenced above and hjave deterineud thle device is substaritilly equivaIlnt (for1 thle inldications-

for use suited in the eclosure) to legally marketed predicate devices muarketed inl interstate

commerce rior to May 28, 19176, the enactment date of the Medical Device Amendments, or to

devices that have been reel assi fled in accordttnee with the provisionS or lhe Federal Food, DrugU

and Cosmentic Act (Act) that do not require; approval of a premlarket approval application (l"MA).

You muay, therefore,. market thle device, subject to thle genertal controls provisions of the Act. IThe

('elleal Controls provisions of thie Act include requiremens for annual reiStraiion,7 listing of

(lC\'iCs, good mainihieturitb practice, labeling, and prohnibitions agai ist ni~iidiihi arnd

adul teration.

11f your device is classified (see above) into either class [1(Special Controls) or class Ill (PiMA),

it may be subject to additional controls. ExiSting Major regulationls alfecting your device can be

[ounid inl thle Code of Fedetral Regulations, TIitle 2 1, Parts 800 to 898. In addition, FDA may

publish further announcements concnin e your device in thre Fedl Rgj g



P'age 2>NMi Robertl Iiicri

'lease be advised Ttha FDA's issuanicec a Suibstantial eC~itValeuice dCtcriIaiutot dIocs 1ot tiaui
thal FDA has made a deteniinaiion that your device complies with other reqluiremens of the Act
or any FC-eeal stutesC5 and C-Uilattons administered by other Federal arzeneies. You must
comply w\ith all the Act s wqttuetnents inidjim., bt [ot limited to: reuistration and listius (21
CFR Parn 807); LJbeli110 (2 1 Cl R Part 80]); medical device reporting (repor rg of tfldicatl
cIevicc-iclawtd LtdverSC c\'ettl) (21 C.FR 803): ugod nauatrn ~cm requtiittcit an set
forth in lhe tjcality sxstcuis (QS) regulmticn (21 CFR Part 820); and it applicable. lie electronic
l)rodttct ladiatiOn control pro\'isiorts (Sections 531-542 of the Act); 21 CFIZ 1000(-105(0.

'ott (lcsite sped tic advice ror \our device on otir labeling regtUlatiO (21 CFR 'art 8(11) pHease
-o to Imp wwd.u\Jbn D/CeinersfesCR- CR ffcscn i5tVltrIcr

tlhe Cmnte for Devics andI Radiological HOWelii' (CDRF-l') Office of Cotpluatrec. Also, please
note the reg'ulation entild. 'Misbranding by reference to prcuiket notililcat ion'' (210CFR Part
807.97). For qluestions regarding the reporting ci adverse events tinder the MIDR reuluationt (21
CFR P'art 8t03); IJIease go to

l -t)//Wta.r,M NccHl allDevies/Sa Fe v/Rlcp~o na Probl Ic i' fti[1lltnifo t(he CI)R II S 0111CC
ofSurveillance and IBioniciiics/Divisicn Of Postirarket Surveillanec,

You ttay Obtaiii Other general itiformiatiiron Our re spotisibilities tider tile Act nin the
Divisiotif Small Nlanutiacturers, Internatiotial and Constumer Assistance at its totl-fcc mnmbe

(800) 638-2041 Or (30£) 796-7 10 cu)o at its Iternet address
hiit p ://\ww,f. gtov/M ed ical euvics!Resou reesfo r~ouhndtirv/(le ati t.h[ini.

B'rn Zu~ckernnan, NiI.
Directdj
Divisioti oi Cardiovasettlar Devices
office of Device Evaluation

Center- for Devices and
Radiological I-eal th

ti-,]Closutre
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Section VII

Indications for Use Statement

510(k) Number: P11? 12~ 3
Device Name: CardiacAssist TandemHeart System

Indication for Use: The TandemHeart System consists of the TandemHeart Blood
Pump, a single use device, the Tandem-Heart Controller, a reusable control system for the
Blood Pump, and disposable accessory items used in conjunction with the Blood Pump.

The TandemHeart System is intended for extracorporeal circulatory support using an
extracorporeal bypass circuit. Intended duration of use is for periods appropriate to
cardiopulmonary bypass, up to six hours. It is also intended to be used as an
extracorporeal. circulatory support system (for periods up to six hours) for procedures not
requiring complete cardiopulmonary bypass (e.g., valvuloplasty, mitral valve reoperation,
surgery of the vena cava and/or aorta, liver transplant, etc.)

Prescription Use __X- AND/OR Over-The-Counter Use ___

(Part 21 CFR 8OI Subpart D) (21 CFRSOI1 SubpartC)

(PLEASE DO NOT WRITE BELOW THI E-CONTINUE ON ANOTHER PAGE TENEEDED)

DIVelir '*r .$J;vcular Devices
510," I N-____ ____ ___


